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NOTE: The additions and detet+oens to the approved
st andards being submtted by the Program Policy
and Structure Commttee for vote are marked as in
this note.

1.0 PROGRAM PCLI CY AND STRUCTURE

Chapter One provides an overview of the history, purpose and
obj ectives of the National Environnental Laboratory
Accreditation Conference (NELAC). The organi zati onal
structure and function of NELAC, and the roles of the
various participants, formthe major portion of this
chapter. In addition, the Constitution and Byl aws, and the
content of the five chapters which follow are briefly
described. Together, these six chapters and rel ated

appendi ces constitute the NELAC standards.

1.1 | NTRODUCTI ON
1.1.1 Overview of NELAC

Thi s associ ation shall be known as the “National

Envi ronmental Laboratory Accreditation Conference” (NELAC)
and is sponsored by the United States Environnental Protec-
tion Agency (EPA) as a voluntary association of state and
federal officials. The purpose of the organization is to
foster the generation of environnental |aboratory data of
known and docunented quality in a cost-effective manner

t hrough the devel opnent of nationally accepted standards for
environment al | aboratory accreditation. NELAC enconpasses
all fields of testing associated with conpliance with EPA
regul ations. The programw || be adm nistered by state and
federal accrediting authorities in a uniform consistent
fashi on nati onw de.

1.1.2 History

NELAC is the result of a joint effort by EPA other federal
agencies, the states, and the private sector that began in
1990 when EPA' s Environnental Monitoring Managenent Counci
(EMVC) established an internal work group to consider the
feasibility and advisability of a national environnental

| aboratory accreditation program The work group concl uded
t hat EPA should consult with representatives of al

st akehol ders, by establishing a federal advisory commttee.
As a result, the Commttee on National Accreditation of
Envi ronnent al Laboratories (CNAEL) was chartered in 1991
under the Federal Advisory Conmttee Act. In its final
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report to EMMC, CNAEL recommended that a national program
for environnmental |aboratory accreditation be established.
In response to the CNAEL recommendati ons, EPA and state
representatives formed the State/ EPA Focus G oup that

devel oped a proposed framework for NELAC, nodel ed after the
Nat i onal Conference on Wi ghts and Measures. The Focus

G oup prepared a draft Constitution, Bylaws and standards,
whi ch were published in the Federal Register in Decenber
1994. NELAC was established on February 16, 1995 by state
and federal officials wth the adoption of an interim
Constitution and Byl aws.

NELAC was established as a standards-setting body, only, to
support a National Environnental Laboratory Accreditation

Program (NELAP). The goal of NELAP is to foster cooperation
wHH anong the current accreditation activities of different

states or other governnental agencies.  —through—the—adoption
of —NELACstandards—thereby +eduecing—the nunber—of—on-site

) ) , o ] )
HASPeCtons ple!leleney tests_and etated |egU||enpnts wi—th
?m'e“ the—aceredi-ted Iabe!ate!les st eenp!y !E S
|ntendeq that_HEp;d Fufeti-on—th—a franner—which—wi—net
conprom—se ﬁ*'?f:“g Sf?“da'ﬁs_e' the ftate? afd Iedenal
federal—ftunds—to—+npterent— NELAP seeks to unify the
existing state and federal agency standards, at m ni num cost
to the states, federal agencies and accredited | aboratories.

1.1.3 Sunmmary of the NELAC Standards

The NELAC uni form standards are contained in this chapter
and the followng five chapters and rel ated appendi ces.

Chapter 2 contains the criteria for the proficiency testing
(PT) program Laboratory participation in PT prograns
fulfills one part of the quality assessnent requirenents of
NELAC. The PT prograns in which a | aboratory nust
participate to becone accredited are defined as well as the
criteria for sanples, PT providers, and acceptance limts.

Chapter 3 describes the essential elenents that are to be
included in an on-site assessnent and the requirenents for
an accrediting authority conducting on-site assessnents.
The qualifications and requirenents for assessors are
described as well as the programelenents to ensure uniform
and consistent inplenentation of the NELAC standards.

Chapter 4 describes the accreditation process the |aboratory
must follow to be recognized as a NELAC | aboratory. The
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chapter defines the period of accreditation, and the process
for maintaining, awardi ng and revoki ng accreditation.

Chapter 5 and the rel ated appendi ces contain the el enents of
the | aboratory quality system The section provides detai
concerning quality assurance/quality control requirenments so
that all accrediting authorities will evaluate |aboratories
consistently and uniformy.

Chapter 6 defines the process and operating requirenents
established by NELAC for an accrediting authority to becone
nationally recognized. It provides the policies and
criteria that an accrediting authority nmust neet to apply
for and maintain recognition.

The d ossary contains the definition of ternms which are used
t hr oughout the standards to assure the consistency of their
use and i nterpretation.

The Field Measurenents and Sanpling Conmittee standards
which are to be developed wll require that field

nmeasur enents and sanpling be done using a docunented quality
system which is appropriate to the type, range, and scope
of sanpling.

1.1.4 GCeneral Application of NELAC St andards

These standards are for use by accrediting authorities and
ot hers concerned with the conpetence of environnental

| aboratories and other organizations directly involved and
interested in the standardi zation of environnental
neasurenents. Note that any reference to NELAP approval or
NEEAP NELAC accreditation neans that the accrediting
authority or |aboratory neets the requirenents in the NELAC
standards, and is not an endorsenent by EPA

As described in nore detail in Chapter 6, an accredited
organi zation may use the NELAC | ogo on general literature.

It is the ethical responsibility of an accredited

organi zation to describe its accredited status in a nmnner
that does not inply accreditation in areas that are outside
its actual Scope of Accreditation. Wen soliciting business
or reporting test results, an accredited organi zati on nust

di stingui sh between those tests that fall within its scope
of accreditation and those that do not.
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1.1.5 Application of NELAC Standards to Small Laboratory
Qper ati ons

Al'l | aboratory operations subject to NELAC standards are
expected to generate data of known and docunented quality
and maintain the quality systens required to generate

qual ity data. However, NELAP recogni zes that sone

| aborat ory operations have some uni que characteristics that
differentiate them from ot her operations. The NELAC

st andards have addressed these issues by allow ng sone
flexibility in neeting the requirenments for personnel
(Section 5.4.2, Section 5.6) and their credentials (Section
4.1.1).

1.2 OBJECTI VES

The objectives of NELAC, as specified in Article Il of the
Constitution, are: to provide a national forumfor the

di scussion of all questions related to standards for
environmental | aboratory accreditation; to provide a

mechani smto establish policy and coordinate activities

wi thin NELAC, to devel op a consensus on uniform standards
for | aboratory accreditation, and encourage and pronote

uni form standards of quality for assessnent and
accreditation; and to foster cooperation anong environnental
| aboratory accrediting authorities and regulatory officials.

1.3 ELEMENTS
Functional elenents of the objectives are:

a) To devel op and inprove the standards for qualifying as
an accredited | aboratory, for qualifying as an
accrediting authority, and for uniformy inplenenting
the national accreditation program The standards
address the accreditation process; on-site | aboratory
assessnments to review the quality systens; assessor
training; proficiency testing; and oversight of
accrediting authorities for uniforminterpretation of
t he st andards.

b) To designate the States, Territories and Possessi ons of
the United States (hereinafter referred to as States)
and federal agencies as the accrediting authorities.
These authorities may be the assessor bodies, or may
use third parties as assessor bodies to carry out in
part or in whole the assessnent functions. As
accrediting authorities, the States and the federal
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agenci es shall grant accreditation and ensure
conpliance wth NELAC | aboratory standards and
criteria.

c) To provide for reciprocity anong the States and the
federal agencies by assuring the consistent application
of the national standards. Oversight by NELAP assures
uni formty anong the various accrediting authorities.
The Accrediting Authority Review Board (AARB) provides
a bal anced review of the program

d) To devel op nodel | anguage for |egislation and
regul ati ons which can be adopted by the State
| egi sl atures and accrediting authorities.

e) To incorporate, to the extent applicable, 1SO 25, |SO
43, and | SO 58.! NOFE—A+eview by—the—Environnental
: N A " o I o

1.4 PURPGCSE AND SCOPE OF NELAC
1.4.1 Purpose

NELAC shal | be a standards-setting body. NELAC shall,

t hrough the process described in the Constitution and

Byl aws, devel op, adopt and publish uniform consensus
performance standards on which the national accreditation
program shall be based. These standards will be adopted by

1A review by the Environmental Laboratory Advisory Board (ELAB), a

federal advisory commttee, is currently underway on whether to include

w thi n NELAC, aboratories conplying wth Good Laboratory Practices
(GP). d.Ps are mandated by EPA under the Federal Tnsecticide

Fungi ci de, and Rodenti ci de Act and the Toxi ¢ Substances Control
Act (TSCA). [f GP lTaboratories are included in NELAC, the EPA G.P
programs_and the Organi zation for Econoni c_and Cooperative Devel opnent
OECD) P Principle Technical Standards w € I ncorporated, to the
extent applicable.
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NELAC at its annual neeting. These uniform standards shal

i nclude, but are not limted to, quality systens,
proficiency testing, audit prograns, and other key el enents
as established by the standing commttees of NELAC. It is
not the purpose of NELAC to function as an assessor body,
oversee or approve assessor bodies, or admnister any of the
mai n el ements of the accreditation program other than the
devel opnent and adopti on of standards.

1.4.2 Scope

The scope of NELAC shall enconpass the necessary scientific
testing to serve the needs of the States, United States

Envi ronmental Protection Agency (EPA), and other federal
agencies involved in the generation and use of environnental
data, where such generation or use is mandated by EPA
statutes and pursuant regul ations. Laboratories are
encouraged to use the NELAC standards for all other tests.

Applicable EPA statutes include the Clean Air Act (CAA); the
Conpr ehensi ve Environnmental Response Conpensati on and
Liability Act (CERCLA); the Federal Insecticide, Fungicide
and Rodenticide Act (FIFRA); the Federal Water Poll ution
Control Act (Cl ean Water Act; CWA); the Resource
Conservation and Recovery Act (RCRA); the Safe Drinking
Water Act (SDWA); and the Toxic Substances Control Act
(TSCA). The standards shall also include provisions to
permt special requirenments or fields of testing pronul gated
by any of the accrediting authorities.

The standards shall not be inplenented or admnistered in a
way which Iimts the ability of local, state or federa
agencies to investigate and prosecute enforcenent cases.
Specifically, when engaged in the collection and anal ysis of
forensic evidence to support litigation, those agencies nmay
use any procedure that is appropriate given the nature of
the investigation, subject only to the bounds of sound
scientific practice. The standards shall not apply to
governnental | aboratories engaged solely in the anal ysis of
forensi c evi dence.
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1. 56 ROLES AND RESPONSI BI LI TI ES OF THE FEDERAL GOVERNMENT,
THE STATES, AND OTHER PARTI ES

1.56.1 EPA

EPA shall provide staff support to NELAC as provided for in
the Byl aws and agreed to by EPA. EPA shall assist NELAC by

—ch i publ i shi ng
all proposed and final standards '
buHet+n—board.

EPA al so participates in joint activities with other federal
and State agencies, as described bel ow.

1.56.1.1 National Environnental Laboratory Accreditation
Pr ogram

EPA shall establish and adm ni ster the National

Envi ronmental Laboratory Accreditation Program (NELAP), and
shall staff an office to oversee the inplenentation of NELAC
standards. The purpose of this oversight is to ensure a
hi gh degree of standardi zati on and coordi nati on anong the
different accrediting authorities.

NELAP perforns the follow ng functions in support of NELAC

a) eval uating and approving the inplenentation of NELAC
standards by accrediting authorities;

b) establishing and maintaining a national database on
environnental | aboratories which contains infornmation
on the status of accrediting authorities, current
status of NELAC accredited | aboratories, and status of
provi ders of proficiency test sanples;

c) where conflict of interest may occur in an accrediting
authority, accrediting that authority’ s principal
| aborat ory taboeratoertes if requested. See Chapter 6,

section 6.2.2 d) and e):

d) accrediting EPA | aboratories;

e) reporting to NELAC on the evaluation of the conformance
of State and federal accreditation programactivities
t o NELAC st andar ds;
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f) reporting to NELAC on results of eval uations of
proficiency testing sanple providers and assessor
trai ni ng prograns; and

g) approvi ng suppl enental accreditation requirenents
proposed by accrediting authorities (see Section
1.9.2).

1.56.2 States and Federal Agencies as Accrediting
Aut horities

In order to be considered a NELAP approved accrediting
authority, the individual State or federal program nust
adopt the NELAC standards, utilize assessors trained
according to the requirenents of NELAC, and be eval uated by
t he EPA oversight office as being an agency whose
accreditation and assessnent program neet all of the

requi renents of NELAC. Failure in any one of these areas
woul d preclude a State or federal programfrom being
recogni zed by NELAP.

1.56.2.1 Federal Agencies

To operate as accrediting authorities, or to obtain NELAC
accreditation for their environmental nonitoring

| aboratories, federal agencies shall conformto the NELAC
st andar ds.

1.56.2.2 States

The authority of the States to adopt the NELAC standards is
mani fest in the authority granted to their adm nistrative
agencies by State legislatures. State governnents shall be
the principal accrediting authorities.

1.56.2.3 Accrediting Authorities

An accrediting authority can be either a) any federal
departnent/agency with responsibility for operating nmandated
environnmental nonitoring prograns which require | aboratory
testing, or b) any State which requires | aboratory testing
in conformance with at | east one of the EPA prograns |isted
wi thin the scope of NELAC (see Section 1.4.2). |If a State
chooses not to adopt partt+etpate—+n the NELAC standards
program |aboratories in that State nmay obtain accreditation
fromany other accrediting authority.
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A primary accrediting authority is one which ensures
directly that the laboratory is in conformance with the
NELAC standards. A secondary accrediting authority is one
whi ch, through reciprocity, recognizes the accreditation of
a primary accrediting authority.

1.56.2.3.1 Responsibilities of Primary Accrediting
Aut horities

Once a State or federal departnent/agency has been approved
by NELAP as being an entity whose accreditation and
assessnment program neets all of the requirenents of NELAC,

it will be a primary accrediting authority, and it wll have
full responsibility for:

a) usi ng the NELAC standards as the basis for assessing
the qualifications of |aboratories applying for initial
or continui ng NELAC accreditation;

b) ensuring conformance by the | aboratories it accredits
with the national standards established by NELAC

c) aceredtt+ng granting interimand/or full accreditation
to applicant |aboratory organizations through the
revi ew and approval of applications, performance of on-
site assessnents, evaluation of results on proficiency
testing sanples, and enforcenent of all applicable | aws
and rules relating to accreditation; and

d) subm tting the names and appropriate accreditation
material to EPA for inclusion in the national
| abor at ory dat abase.

Federal |aboratories wwthin a State may be accredited by the
State accrediting authority or by a federal accrediting
authority. A State accrediting authority is the primry
accrediting authority for all non-federal NELAP accredited

| aboratories in that State. However, if the State
accrediting authority does not grant NELAP accreditation for
testing in conformance with a particular field of testing
(see section 1.9), laboratories may obtain primary
accreditation for that particular field of testing from any
ot her accrediting authority.

In addition, a primary accrediting authority may del egate
assessnent activities to a third party bedy (assessor body).
| f any of these assessnent activities are delegated to a
third party, the accrediting authority maintains
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responsibility for ensuring conpliance wth the standards
establ i shed by NELAC.

1.56.2.3.2 Responsibilities of Secondary Accrediting
Aut horities

A secondary accrediting authority must be approved by NELAP
as being an entity whose accreditation and assessnent
program neets all of the requirenments of NELAC for a
secondary accrediting authority.

A secondary accrediting authority may require | aboratories
to submt an application, nay issue certificates of
accreditation, and will exercise its legal authority for
enforcenent of all applicable laws and rules. However, it
nmust recogni ze the | aboratory accreditations through
reciprocity, and nust not replicate any of the assessnent
functions, of a primary accrediting authority.

1.56.2.3.3 Accreditation Fees

Accrediting authorities may adopt and inpose | aboratory
accreditation fees.

1.56.3 Reciprocity

Reci procity neans that an accrediting authority wll
recogni ze and accept the accreditation status of a
| aboratory issued by another NELAP accrediting authority.
This principle of reciprocity is an el enment of the national
accreditation standard to which all accrediting authorities
are held. 1In recognizing the accreditation status of a
| aboratory through reciprocity, the accrediting authority
assunes the responsibilities of a secondary accrediting
authority as stated in Section 1.56.2.3.2. Hewever—=a

L > = O~ yeTa %
d?e|3|en aH|S|ng ||GW!a_Iegal ?et!en w-thi-A—the 1”"Sd'¢t!e“

i i i A state, in

the role of a secondary accrediting authority, which has a
| aw or decision resulting froma legal action, the |eqal
effect of which precludes that state fromgranting any
accreditation to a particular I aboratory, is not required to
accept the accreditation of this |aboratory.

Reci procity anong the environnmental |aboratory accreditation
authorities is necessary to the success of a national
program The essential ingredient of reciprocity is
uniformty fromone accrediting authority to another. The
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mechani snms to assure this uniformty (e.g., uniformnational
per f ormance standards, thorough and consi stent inspections,
and conpar abl e deci sions on accreditation status when
deficiencies are uncovered) are necessary to ensure that
reciprocity is equitable.

1.56.4 Joint Federal and State Roles

NELAC shall be the joint responsibility of EPA, the States,
and the other federal agencies. As provided in the
follow ng section on the structure of NELAC and in the NELAC
Byl aws, EPA, the States, and the other federal agencies
share responsibilities of governance, analysis and
establ i shnment of policy and NELAC techni cal standards.

1.56.5 Assessor Bodies

An assessor body, operating under witten agreenent with an
accrediting authority, may perform specified functions of
t he assessnent process. These functions may include: the
review of the | aboratories’ docunentation regarding
facilities, personnel, use of approved nethods, and quality
assurance procedures; and conduct of on-site assessnents,

i ncluding review of performance in the analysis of
proficiency test sanples. The assessor body reports
eireetty to the accrediting authority under which it is
operating. The assessor body will provide ful
docunentation to the accrediting authority. Only the
accrediting authority nay determne if a | aboratory has net
t he NELAC standards, may issue certificates of
accreditation, may make any deci sions on the granting and

w thdrawal of a |laboratory’s accreditation status, and may
take responsibility for the accreditation process.

1.56.6 Qher Parties

Al'l other interested parties including, but not limted to,
the |l aboratory industry, clients of the |aboratory industry,
environnental or other public interest groups, private
industry, third party assessors, and the general public, may
participate in NELAC. In this role, these other parties my
bring technical and policy issues to the attention of NELAC,
its Board of Directors, or its commttees and subconm ttees.
It is anticipated that these issues shall be brought to
NELAC in the formof reports, presentations, discussion
material, or other forns of docunentation for presentation
at the NELAC annual, interim, or conmttee/subconmttee
nmeet i ngs.
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1. 64 STRUCTURE OF NELAC

The structure of NELAC is shown in Figure 1-1. NELAC s
conposed of a Board of Directors, a House of

Represent ati ves, a House of Del egates, Contributors, and a
nunber of commttees. There are nine elected officials of
NELAC. the Chair; the Chair-Elect; the i medi ate Past

Chair; and six nmenbers at large. The Standing Conmttees
and Adm nistrative Commttees are appointed by the Chair.
The activities of the Standing and Adm nistrative Conmttees
are overseen by the Board of Directors.

NELAC wi Il neet twice a year: an annual neeting at which
final action is taken on all issues, and an interimneeting
about six nonths prior to the annual neeting at which tine
commttees neet to receive, consider and deliberate on

i ssues, propose and draft standards or policies for adoption
at the annual neeting.

NELAC shal | al so consi der advice and conment provided by the
Envi ronnent al Laboratory Advisory Board (ELAB) chartered
under the Federal Advisory Conmttee Act and the Accrediting
Aut hority Revi ew Board (AARB)

1.6#.1 The Board of Directors

The Board of Directors consists of the NELAC Chair, the
Chair-El ect, imrediate Past Chair, six nmenbers el ected at
|arge fromthe active nenbership (to serve 3-year staggered
terms), a NELAC Director, and an Executive Secretary. The
NELAP Director is the ex officio Director of NELAC. The
Executive Secretary is an EPA enpl oyee.

The Board of Directors serves as a policy and coordi nating
body in matters of national and international significance
and makes interimpolicy decisions when necessary between
annual neetings. The Board of Directors has the overal
responsibility and authority for the supervisory,

adm ni strative and procedural duties associated wth NELAC.
The Board of Directors will charge the conmttees with

i ssues they nmust address or take under

trsstes—for—cormmttee consideration. Comments on the
standards should be directed to the conmttees through their

respective chairs. o




NELAC

Program Policy and Structure
Revision 7

May 1, 1998

Page 13 of 28

1.6# 2 The Environnmental Laboratory Advisory Board

The Environnental Laboratory Advisory Board (ELAB),
chartered under the Federal Advisory Commttee Act, consists
of menbers appoi nted by EPA and conposed of a bal ance of
non- State, non-federal representatives, fromthe
environnental | aboratory community, and co-chaired by an
ELAB nenber and an EPA representative. The ELAB advi ses EPA
and NELAC on matters affecting the interests of the

regul ated | aboratories and other interested parties. The
recommendati ons of the ELAB shall be presented to the Chairs
of the standing commttees, the Board of Directors and to
the EPA

1.6#.3 The Accrediting Authority Revi ew Board

The Accrediting Authority Review Board (AARB) is conposed of
five representatives from EPA, other federal agencies, and
the States. The AARB shall include one nenber from EPA and
at least two nenbers fromthe States. The AARB annually
selects one of its nenbers to serve as its chair. Al
menbers are appoi nted by the NELAC Director foll ow ng
consultation wwth the Board of Directors. Each nenber shal
serve five years with one nenber appointed annually. The
AARB has the responsibility to nonitor EPA to assure that
EPA is follow ng the NELAC standards for approving the
accrediting authorities, and to serve as an appeal board for
accrediting authorities that have been deni ed NELAP
recognition or have had such recognition revoked (see
Chapter 6). 1In all cases, the final decision remains with
the NELAP Director. The AARB will report on its activities
to the Board of Directors at each annual neeting.

1.6#.4 The Participants

The participants consist of two groups, i.e., Voting Menbers
and Contri butors.

Menbership is limted to officials who are in the enpl oy of
the Governnent of the United States and the States, and who
are actively engaged in environnmental prograns or
accreditation of environnental |aboratories. State and
federal participants being conpensated by the private sector
to inspect environnmental |aboratories or as consultants are
considered to have a conflict of interest and are ineligible
for Voting Menbership but may participate as Contri butors.
The Voting Menber may vote and is eligible to serve on al
commttees and the Board of Directors. At the annual
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nmeeting the Voting Menbers are divided into a House of
Representati ves and a House of Del egat es.

The House of Representatives is conposed of one officially
desi gnated representative fromeach State, one
representative fromeach of eight EPA Assistant/Associate
Adm ni strators, and one representative from each EPA Regi on
Each ot her cabinet |evel federal departnment or independent
agency (as defined in the Constitution) with environnental

| aboratory accreditation, certification or eval uation
activities may appoint one official to the House of
Represent ati ves.

The House of Delegates is conposed of all other State and
federal environmental officials. The size of the House of
Del egates is not limted.

Contributors are all other interested parties and groups.
They include, but are not limted to, |aboratory personnel,
i ndustry representatives, environnental groups, the general
public, |aboratory associations, industry associations,
accreditation associations and retired Voting Menbers. The
Contri butors may not vote, but can nmake presentations,
coments or input at all stages of the standards and
procedures maki ng process, and do have the ability to enter
t he substantive debate on the floor of the neeting as it
occurs. Contributors are eligible to serve as non-voting
participants on all conmttees.

1.6#.4.1 Participation of the Voting Menbers and
Contributors

Contributors, as well as Voting Menbers, have the right to
appear before the standing conmttees as they consider
proposed standards and procedures related to the national
accreditation programand to debate the substantive issues
bef ore NELAC as such di scussion occurs during the neeting.
Appear ance before the conmttees will be in accordance with
procedures approved by the Board of Directors and Voting
Menber shi p.

1.6#.5 The Conmittees

Two types of commttee are associated with NELAC. Standing
Comm ttees and Adm nistrative Commttees. Each commttee
has five Voting Menbers including the chair and five

Contri butors who may not vote. Except for the Nom nating
Comm ttee, the Voting Menbers of each conmttee annually
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select a chair fromone of its Voting Menbers. Al
commttees report to NELAC through the Board of Directors.
Fol | owi ng each annual neeting, the Board of Directors wll
make avail abl e an updated roster of the Board of Directors,
NELAC of ficers and comnmttee participants and chairs.

New St andi ng Conm tt ees:

The Board of Directors shall establish a new standi ng
comm ttee upon vote of the nenbers, if the foll ow ng
condi ti ons exist:

An _ad hoc groups appointed by a NELAC Chair has been
studying an issue which is likely to require continuing
attention by NELAC, the ad hoc group has reached a consensus
and i s ready to devel op standards; once the standards are

i mpl enented, they are likely to need evaluation and revision
in the future; no NELAC commttee exists to deal with the
issue; the topic Is of broad scope and has | npact on a
significant portion of the [aboratory conmunity: the Program
Policy and Structure Commttee has reviewed the proposal and
has recommended that the new standing commttee be created.

1.6#.5.1 The Standing Committees

The participants of each commttee serve for five years,
with one Voting Menber and one Contri butor being appointed
each year. There are sevenr eight Standing Conmttees:

Program Policy and Structure Conmttee
Accrediting Authority Commttee
Quality Systens Conmittee

Proficiency Testing Conmttee

On-site Assessnent Conmittee
Accreditation Process Conmttee

trpterentatton Requl atory Coordination Committee

Sanpling and Field Measurenent Comm ttee

The Standing Conmm ttees shall receive input regarding
standards and test procedures, then process this input into
resol utions which shall be put before the Voting Menbership
at the annual neeting. These resolutions wll be made
avai l abl e not |ess than 45 36 cal endar days prior to the
annual neeting. Al resolutions shall be presented to the
Voting Menbership at the annual neeting for discussion and
ballot. The commttees may al so receive input via comrents
and presentations at the interimand annual neetings. The
commttees shall draft resolutions which shall be made
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avai l abl e not |ater than 30 cal endar days prior to either
the interimor annual neetings. The commttees shal
prepare and arrange agenda itens for interimnmneetings and
annual nmeetings to be nmade avail abl e 30 cal endar days prior
to the neeting.

1.6#.5.1.1 Program Policy and Structure Comm ttee

This commttee generates the Constitution and Byl aws of
NELAC, and interprets the intent and neaning of the
Constitution and Byl aws, presents anmendnents, proposes
changes in organizational structure, and defines roles and
responsibilities as appropriate, for approval of the Voting
Menbership. This commttee devel ops nodifications to the
scope, structure, and requirenents to the tiers and fields
of testing.

1.6#.5.1.2 Accrediting Authority Conmittee

This comm ttee devel ops the standards for use by EPA to
oversee conpliance by State and federal accrediting
authorities with NELAC standards. This comm ttee considers
matters concerning inplementation of reciprocity anong
accrediting authorities.

1.6#.5.1.3 Quality Systens Commttee

This commttee devel ops and keeps current uniform standards
for quality systens in testing operations. The elenents of
the quality systeminclude organi zational structure,
responsibilities, procedures, processes and resources (e.g.,
facilities, staff, equipnent) for inplenenting quality
managenent in testing operations.

1.6#.5.1.4 Proficiency Testing Conmittee

This comm ttee devel ops standards for the proficiency
testing sanples, develops criteria for selection of the
provi ders of the sanples, and devel ops and updates protocols
for the use of proficiency test sanples and data in the
accreditation of |aboratories.

1.6#.5.1.5 On-Site Assessnent Conmittee
This comm ttee generates procedures for the on-site

assessnents, and publishes standard check lists based on
t hese procedures. This conmttee al so establishes the
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frequency of inspection, and the m ni mum educati on,
experience, and training requirenents of the assessors.

1.6#.5.1.6 Accreditation Process Conmittee

This comm ttee generates and devel ops procedures for the
adm ni strative aspects of the accreditation process of
environmental | aboratories, for use by the accrediting
authorities, including the requirenents for accreditation,
procedures for changes in accreditation status, roles and
responsibilities of |aboratories, and appeal processes.

1.6#.5.1.7 tnplerentat+on Regul atory Coordination

Conmittee

This commttee provides the Standing Commttees with current
informati on on regul ations and | aws that inpact |aboratory
testing and accreditation. The tapterentation Requl atory
Coordi nation Commttee is al so responsible for the

devel opnent of nodel |anguage for state |egislation and
regul ations that reflect the findings and actions of NELAC.

1.6.5.1.8 Sanmpling and Field Measurenent Conmm ttee

This conmttee prescribes the standards for use in field
nmeasur enents and sanpling and coordi nates the devel opment of
those standards with the other standing conmmttees,

i ncluding any requirenents for training of field personnel.

1.6#.5.2 The Administrative Commttees

Adm ni strative Commttees have varying terns. The duties
are outlined below The termof service shall be three
years; two Voting Menbers and two Contributors will be
appoi nted each of two years and one Voting Menber and one
Contributor the third year, except for the Nom nating
Comm ttee (see bel ow).

1.6#.5.2.1 Conference Managenent Conmittee

This commttee recommends to the Board of Directors the

pl aces and dates of each annual and interimneeting of
NELAC, and advi ses and assists the Executive Secretary with
the logistic details of the interimand annual neetings and
wi th preparing publications for the Annual and interim
nmeet i ngs.
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1.6#.5.2.2 Nomnating Conmittee

The chair is the NELAC Past Chair. Four Voting Menbers and
five Contributors shall be appointed annually to serve one
year. This commttee presents nom nees for all elective
offices at the annual neeting. The nanes of these nom nees
shal | appear in the report of the Nom nating Conmttee and
be published in the neeting announcenent.

1.6#.5.2.3 Menbership and Qutreach Conmittee

This committee initiates nmenbership invitations and

mai ntai ns an active roster, publicizes NELAC to prospective
partici pants, coordinates and resol ves participants’
concerns, and establishes criteria and verifies the
credentials of Voting Menbers.

This commttee solicits and devel ops informational materials
to pronote understanding and appreciation of the inportance
of consistent standards for environnental sanpling and
analysis in fostering quality data on which to base
responsi bl e public and environnental health deci sions.

This commttee pronotes a spirit of cooperation and tinely
di al ogue between NELAC and ot her organi zations and federal
agenci es.

1. 78 CONDUCT OF CONFERENCE BUSI NESS
1.78.1 The Generation of Standards

The process for the generation and adoption of standards by
a State accrediting authority is shown in Figure 1-2. The
standards for the accreditation of |aboratories begin with
recommendations made within or to the conmttees. Commttees
shal | propose standards in the formof resolutions on which
the Voting Menbership shall vote. Standards proposed by the
committees are publicized on the NELAC electronic bulletin
board by EPA not later than 45 36 cal endar days prior to the
date of the neeting at which they wll be consi dered.

Proposed anmendnents fromthe floor to specific standards and
proposals offered by the commttee for adoption by NELAC
shall be allowed in the manner described in the Constitution
and Byl aws. Anendnents to the report describing comnmttee
activities over the year will not be allowed w thout the
concurrence of the chairman of the subject commttee and the
concurrence of the Chair of NELAC
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EPA—shatH—pubtish—the—FHnal——standards—
1.78.2 Meetings
1.78.2.1 Annual Meeting

An annual neeting of NELAC shall be held to conduct business
including, but not limted to, election of officers,
consideration of issues for presentation to the nmenbership
for voting, receiving reports fromcommttees, task groups,
or other sources, and conducting ot her business of NELAC.

Al final action on resolutions or proposals shall take

pl ace at the annual neeting.

The Board of Directors shall determ ne the place and dates
for the annual neeting, after receiving recomendations from
t he Conference Managenent Conm ttee, and shall publish this
information on the NELAC el ectronic bulletin board at |east
90 cal endar days prior to the annual neeting.

A conpleted registration for the annual neeting shall serve
as the application for participation as Voting Menber or
Contributor. The registration formnust be conpleted by al
potential participants, whether or not attending the annual
nmeeting. Prior to the annual neeting, the Executive
Secretary shall certify the nanes of the Voting Menbers and
their alternates of the House of Representatives to the
Board of Directors. The Nom nating Commttee shall present,
to the Board of Directors, nomnees for all elective offices
for the annual neeting. The nanmes and qualifications of the
nom nees shall be published in the annual neeting
announcenent .

The followi ng deadlines will apply in preparing and
submtting material for the annual neeting:

a) Si xty cal endar days prior to the date of the annual
nmeeting, each of the standing commttees shall present
to the Board of Directors a summary of the issues and
matters considered by the conmmttees over the course of
the year. This report shall discuss all matters which
the conmttee considered since its |last report,

i ncludi ng how the conm ttee disposed of the issues it
considered. The report shall also contain draft
standards for consideration by NELAC.

b) Comm ttees shall prepare and arrange agenda itens and
resolutions for the annual neeting. These, and ot her
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resolutions received by the Board of Directors will be
made avail abl e not |ess than 45 36 cal endar days prior
to the neeting.

c) St andar ds proposed by the commttees for consideration
at the annual neeting shall be publicized on the
el ectronic bulletin board not |ess than 45 36 cal endar
days prior to the annual neeting.

As soon as possible, but no later than 90 cal endar days
after Wthtn—96—days—+oettowng the annual neeting, the Board
of Directors shall neke avail able an updated roster of the
Board of Directors, NELAC officers, commttee nenbers and
chairs, and m nutes and findings of the neeting to the
participants. EPA shall publish the #nal revised standards
as soon as possible, but no later than 90 cal endar days
af t er wthtn—960—days—+ottowng t he annual neeting. Changes
I n organi zation and/ or procedures of NELAC proposed at the
annual nmeeting shall not be acted upon until the annual
nmeeting follow ng the annual neeting at which proposed.

1.78.2.2 Interim Meeting

The interimneeting, at which tinme comnmttees neet to

recei ve, consider and debate ef i ssues, and propose and
draft standards or policies for the annual neeting, shall be
schedul ed at | east approxttatety six nonths prior to the

annual neeti ng.

The Board of Directors shall determ ne the place and dates
for the interimneeting, after receiving recommendati ons
fromthe Conference Managenent Commttee, and shall publish
this informati on on the NELAC el ectronic bulletin board at

| east 90 cal endar days prior to the interimneeting.

Comm ttees shall prepare and arrange agenda itens for the
interimneeting. The agenda shall be approved by the Board
of Directors and will be nade avail able not |ess than 30
cal endar days prior to the date of the neeting.

Concl usions and findings of the interimneeting shall be
provided to the participants not later than 90 cal endar days
followng the interimneeting.
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1.78.2.3 Special Meetings

The NELAC Chair is authorized to call a neeting of the Board
of Directors at any tine deened necessary by the Chair to be
in the best interests of NELAC. Announcenents of the
nmeetings and neeting sumraries or reports shall be nade
avai l able to the participants.

1.78.2.4 Committee Meetings

Comm ttees of NELAC are authorized to hold neetings at tines
other than the annual or interimneeting. Announcenents of

the neetings and neeting sumraries or reports shall be nade

avai lable to the participants.

1. 89 ORGANI ZATI ON OF THE ACCREDI TATI ON REQUI REMENTS
1.89.1 Scope of Accreditation

Laboratories nust neet all relevant EPA program
requi renents, including quality assurance/quality control,
use of specified nethods, and other criteria.

The accreditation requirenents shall be based on the tiered
approach shown in Figure 1-3. Laboratories nust neet the
general requirenents found in Chapter 5, and the specific
quality control requirenents for the type of testing being
performed, as found in Appendi x D of Chapter 5.
Accreditation wll then be granted for conpliance with the
rel evant EPA program the nethods used by the | aboratory,
and for individual analytes determ ned by a particular

met hod; e.g., a |laboratory determning lead in drinking
water, in conpliance with the Safe Drinking water Act, by
bot h i nductivel y-coupl ed plasma mass spectronetry and
graphite furnace atom c absorption spectronetry woul d be
accredited for lead by both nethods. Loss of accreditation
for an analyte would not automatically result in |oss of
accreditation for all other anal ytes accredited under the
met hod, provided the | aboratory remained proficient in the
determ nation of the other anal ytes.

The foll ow ng exanple shows the tiered approach applied to a
| aboratory seeking accreditation in hazardous waste organic
testing under the auspices of RCRA. The |aboratory nust

nmeet all the requirenents listed in general |aboratory
(NELAC Chapter 5), chem stry (NELAC Chapter 5, Appendi X

D. 1), the RCRA regul ations (40CFR261), and the nethod(s)
used (e.g., SWB46 5030/8240). 1In all cases, a NELAC
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accredited | aboratory nmust be accredited for the specific

method it uses. |In sone cases the regul ations mandate the
met hod to be used (e.g., 40CFR261 specifies SW846 Met hod
1311, TCLP). In other cases the regul ations provide

gui dance for the nethods which can be used (e.g., 40CFR264,
Appendi x | X, suggests applicable nethods). Finally, in sonme
situations the regul ations provide no guidance as to the

met hods to be used (e.g., 40CFR268 lists anal ytes required
to be nmeasured, wth no guidance on nethods). In those
cases where the test nethod is not mandated by regul ati on,
the | aboratory nust be accredited for the specific nethod
used, as docunmented in the |aboratory’'s SOP (see Chapter 5).
This nethod nust neet the relevant start-up, calibration,
and on-going validation and QC requirenents specified in
Chapter 5. The tiered approach allows for the incorporation
of performance based neasurenent systens (PBMS) by
substituting PBMS for the specified anal ytical nethods when
al | oned under EPA regul ations.

The tiered approach elimnates redundancy by allow ng for
the i ncorporation of new nethods or new instrunentation

w thout the | aboratories repeatedly denponstrating the basic
requi renents. This structure defines the scope of
accreditation for inclusion on the |aboratory accreditation
certificate. The on-site assessnent, proficiency testing
eval uation, and data assessnents are the processes for
assessing the capabilities of the | aboratories within the
tiered structure. These processes, defined in Chapters 2
and 3, do not necessarily evaluate all tiers within the
tiered structure; e.g., proficiency testing exam nes the
determ nation of individual analytes in specific matrix
types, and is not nethod-specific. However, they are
conprehensi ve enough to assure the accrediting authority
that a systemis in place that produces data of known and
docunented quality.

ray—fegut+re—an—on-stHte—assessent—
(Moved to Section 4.5.1, Chapter 4)
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The procedure and conditions for interimaccreditation are
described in Chapter 4.

1.89.2 Supplenmental Accreditation Requirenents

In addition, a category of supplenental accreditation
requirenents i s designated for additional nethods or

anal ytes required by an accrediting authority. Suppl enental
accreditation requirenents shall be reserved for nethods or
anal ytes that are not required under any of the EPA prograns
that are part of NELAC, and shall not be used to nodify any
NELAC standards for anal ytes or nethods. Any suppl enent al
accreditation requirenents essential to neet the specific
needs of an accrediting authority would be added at the

nmet hod-specific or analyte level, and nust be approved by
NELAP and made avail able to all NELAC partici pants.
Exceptions to this requirenent may be necessary (e.g.,
national security concerns) and will be processed as waivers
by the AARB

1.89.3 General Laboratory Requirenents

The general requirenents are applicable to all |aboratory
applicants regardl ess of their size, volune of business, or
field of testing. The organi zational structure, or
procedures used by applicant |aboratory organizations to
nmeet these general requirenments may differ as a function of
size or scope of testing of an organization. Under the

ti ered approach the general requirenents shall include the
el enments outlined in Chapter 5.

The follow ng applicable requirenents are presented in
Chapter 5 (Quality Systens): Organi zati on and Managenent
(5.4); Quality System - Establishnment, Audits, Essenti al
Quality Controls and Data verification (5.5); Personnel
(5.6); Physical Facilities - Accommobdati on and Environnent
(5.7); Equipnment and Reference Materials (5.8); Measurenent
Traceability and Calibration (5.9); Test Mthods and

St andard Operating procedures (5.10); Sanple Handl i ng,
Sanpl e Acceptance Policy and Sanpl e Receipt (5.11); Records
(5.12); Laboratory Report Format and Contents (5.13);
Subcontracti ng Anal ytical Sanples (5.14); Qutside Support
Services and Supplies (5.15); and Conplaints (5.16).

1.89.4 General Field Sanpling Requirenents

(To be devel oped)
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1.89.5 Chem stry Requirenents

The followi ng applicable requirenents are presented in
Section D.1 of Appendix D of Chapter 5 (Quality Systens):
Positive and Negative Controls (D.1.1); Analytica
Variability/ Reproducibility (D.1.2); Method Eval uation
(D.1.3); Sensitivity (D.1.4); Data +Reduction (D.1.5);
Quality of Standards and Reagents (D.1.6); Selectivity
(D.1.7); and Constant and Consistent Test Conditions

(D. 1.8).

1.89.6 Wwole Effluent Toxicity Requirenents

The followi ng applicable requirenents are presented in
Section D.2 of Appendix D of Chapter 5 (Quality Systens):
Positive and Negative Controls (D.2.1); Variability and/or
Reproducibility (D.2.2); Accuracy (D.2.3); Test Sensitivity
(D.2.4); Selection of Appropriate Statistical Analysis

Met hods (D.2.5); Selection and Use of Reagents and St andards
(D.2.6); Selectivity (D.2.7); and Constant and Consi st ent
Test Conditions (D.2.8).

1.89.7 M crobiology Requirenents

The follow ng applicable requirenents are presented in
Section D.3 of Appendix D of Chapter 5 (Quality Systens):
Positive and Negative Controls (D.3.1); Test

Variability/ Reproducibility (D.3.2); Mthod Eval uation
(D.3.3); Test Performance (D.3.4); Data Reduction (D.3.5);
Qual ity of Standards, Reagents and Media (D. 3.6);
Selectivity (D.3.7); and Constant and Consi stent test
Condi tions (D.3.8).

1.89.8 Radiochenmi stry Requirenments

The follow ng applicable requirenents are presented in
Section D. 4 of Appendix D of Chapter 5 (Quality Systens);
Positive and Negative Controls (D.4.1); Laboratory
Variability/ Reproducibility D. 4.2); Method Eval uation
(D.4.3); Sensitivity (D.4.4); Data Reduction (D.4.5);
Quality of Standards and Reagents (D.4.6); Selectivity
(D.4.7); and Constant and Consistent Test Conditions

(D. 4.8).

1.89.9 Mcroscopy Requirenents

(To be devel oped)
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Laboratories in State seek
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Figure 1-2. Flowhart for Standards Devel opnent and
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